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To Wom It My Concern:

I wish to comment on the inplication of a proposed FDA
regul ati on that appeared in the Septenber 30, 1999 issue

of the Federal Reqister, The ‘wording used in this
regul ation, if accepted, could allow the FDA to regulate

some types of allograft as nedical devices.

As | routinely use bone as tissue from a bone bank, the
inplication of a curtailed supply of bone products
associated with the proposal above are staggering. |
have relied on allograft wuse of bone dowels in a
significant nunber of surgical cases yearly for many
years. The thought of curtailing the supply of this
tissue would increase the cost of patient care wth
respect to its use. | believe the indiscrimnate use of
"hardware" is not to be condoned, and would foresee
further use of such hardware in the absence of the bone
tissue as currently utilized. The other option is to use
autograft bone, which is no better than the allograft in
the long run, and increases the |length of hospitalization
and norbidity associated with its use as a donor tissue.

Si ncerely,

Thomaﬁgﬁﬁom, M D.
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